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THAI NAKORN PATANA CO..LTD

PRINT DATE: 22/09/2020
ISSUE BY: TNPWHU002
DEPARTURE: 0000290332
ROUTE: N51

TAX INVOICE NO.: 8200930928

14 SOl NGAMWONGWAN 8

NGAMWONGWAN ROAD, MUANG DISTRICT NONTHABURI 11000 THAILAND

TEL. 02-5559999 FAX. ( 662 ) 589-6557

CERTIFICATE OF ANALYSIS

CERTIFICATE NO: S0104 054 / 2003012

ANALYSIS DATE: 01/04/2020

RECEIVING DATE: ISSUE DATE: 23/04/2020
PRODUCT: ALLERGIS
BATCH SIZE: 330 Litres
LOT NO: 2003012
PACK SIZE! 10 ml
MFG. DATE: 30/03/2020 EXP. DATE: 30/03/2023
APPEARANCE: Clear, colourless, sterile solution.
ITEM TESTING METHOD TEST ITEMS RESULTS LIMIT
1 <ST-QAC-L009> pH 5.03 40-70
2 IDENTIFICATION:
<ST-QAC-H084> Tetrahydrozoline HCI Conform Positive
<ST-QAC-H084> Antazoline HCI Conform Positive
3 ASSAY : (Content/ml)
<ST-QAC-H084> Tetrahydrozoline HCI (0.4 mg) 99.23 %L.A. 90.0 - 110.0 %L.A.
<ST-QAC-H084> Antazoline HCI (0.5 mg) 99.68 %L.A. 90.0 - 110.0 %L.A.
4 <SD-QAC-017-5-1> Sterility fest Conform Sterile
5 <ST-QAC-G063> DELIVERABLE VOLUME Conform See acceptance criteria
6 TONICITY
<SM-QAC-072> Osmolarity value 286.00 mOsm/L 257.4 - 314.6 mOsm/L
7 PARTICULATE MATTER (Counts/ml)
<SM-QAC-010> > 10 pm 6.60 NMT 50
<SM-QAC-010> > 25 ym 0.20 NMT 5

CRA A, ANDIE N AAL OYAC NON7N Dacea 1/9




CERTIFICATE NO: S0104 054 / 2003012 ISSUE DATE:

23/04/2020

ANALYST: Chidchanok, Thussakul, Juree
ASSAY RELEASE DATE: 15/04/2020

APPROVED
EVALUATION:

AUTHORIZED PERSON: .
Neda C"\tg‘:hd"‘\'!‘)l

(Miss Nada Chayahathai)
Deputy QA MANAGER

DELIVERABLE VOLUME ACCEPTANCE CRITERIA
Evaluation for the deliverable volume, it should be accepted as: -

(A) Average volume of 10 containers is not less than 100 % L.A. and volume of each container is not less than 95% L.A.

(B) » Average volume of 10 containers is less than 100 %L.A. but the volume of each container is not less than 95 %L.A., or

« Average volume of 10 containers is not less than 100 %L.A. and the volume of only one container is less than 95 %,

but not less than 90 %L.A.

It should be performed the test on 20 additional containers. The average volume obtained from 30 containers is not less
than 100 %L.A. and only one of 30 containers is less than 95 %, but not less than 90 % L.A.

This Certificate shall not be reproduced except in full copy with written approval of laboratory authorized signature.
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